United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, l'atint and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. 



FILING DATE 



FIRST NAMED INVENTOR 



ATTORNEY DOCKET NO. CONFIRMATION NO. 



10/693,999 



IO/2K/2002 



23117 7590 09/30/2008 

NIXON & VANDERHYE, PC 

901 NORTH GLEBE ROAD, 1 1TH FLOOR 

ARLINGTON, VA 22203 



DESAI, ANAND U 



PAPER NUMBER 



DELIVERY MODE 



Please find below and/or attached an Office communication concerning this application or proceeding. 

The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/693,999 


Applicant(s) 

DAVYDOV ET AL. 


Examiner 

ANAND U. DESAI, Ph.D. 


Art Unit 

1656 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 
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1 )KI Responsive to communication(s) filed on 30 June 2008 . 
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DETAILED ACTION 

1 . This office action is in response to the amendment filed on June 30, 2008. 

2. Claims 3-8, 17, and 57-66 are currently pending and are under examination. 

Withdrawal of Rejections 

3. The rejection of claims 3, 4, 17, and 57-64 under 35 U.S.C. 1 12, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn based on the amendment to the claims. 

4. The rejection of claims 3, 4, 17, and 57-64 under 35 U.S.C. 1 12, first paragraph, as 
failing to comply with the written description requirement is withdrawn based on the amendment 
to delete the reference to a derivative and the remarks. 

Pending Rejections 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 5-8 and 65-66 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7. Claim 5 recites the limitation "said fragment or derivative thereof in part A) 2 nd line. 
There is insufficient antecedent basis for this limitation in the claim. The word derivative has 
been deleted in step (b) of the claim. 
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8. Claim 65 recites the limitation "said fragment or derivative comprises" in part A) (i) 9 th 
line. There is insufficient antecedent basis for this limitation in the claim. The word derivative 
has been deleted in step A) (i) 3 rd line of the claim. 

9. Claims 6-8 and 66 are rejected for depending on a rejected base claim. 



Claim Rejections - 35 USC § 112, 1 st paragraph, Written Description 

10. Claims 5-8, and 65-66 stand rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claims 5-8 and 65-66 are rejected under 35 U.S.C. 1 st paragraph, Written Description 
because the disclosure does not sufficiently describe the structure of the conjugate of derivatives. 
The formation of a conjugate by N-end rule ubiquitylation does not sufficiently describe the 
conjugate structure because the enzymes involved in forming the conjugates are unknown and it 
is not clearly described as to how the conjugation occurs between the two molecules. What is 
the structure of the conjugate? Which internal lysine residue on the derivative is covalently 
linked with ubiquitin? The person having ordinary skill in the art cannot envision the structure 
of the conjugate currently claimed. 
Response to Remarks 

Applicants traverse the rejection because the specification teaches a representative 
number of species of the claimed genus. The structure of the conjugate after N-end rule 
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ubiquitylation is also clear. Applicant's arguments filed June 30, 2008 have been fully 
considered but they are not persuasive. The description requirement of the patent statue requires 
a description of an invention, not an indication of a result that one might achieve if one made that 
invention. See In re Wilder, 736, F.2d 1516, 1521, 222 USPQ 369, 372-73 (Fed. Cir. 1984) 
(affirming rejection because the specification does "little more than outlin[e] goals appellants 
hope the claimed invention achieves and the problems the invention will hopefully ameliorate.") 
Accordingly, it is deemed that the specification fails to provide adequate written description for 
the genus of the claims and does not reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the entire scope of the 
claimed invention. The person having ordinary skill in the art cannot envision the structure of 
the conjugate currently claimed with any derivative protein. Suggest amending the claims to 
remove reference to the derivatives as currently pending. 

Claim Objections 

1 1 . Claim 3 is objected to because of the following informalities: 

12. Suggest spelling out the respective proteins and placing the abbreviations in parenthesis 
at the first occurrence it the claims. 

Appropriate correction is required. 

Conclusion 

13. Claims 3, 4, 17, and 57-64 are allowable. 

14. Claims 5-8 and 65-66 are rejected. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ANAND U. DESAI, Ph.D. whose telephone number is (571)272- 
0947. The examiner can normally be reached on Monday - Friday 9:00 a.m. - 5:30 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Kathleen Kerr Bragdon can be reached on (5 1 7) 272-093 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



September 26, 2008 
/ANAND U DESAI, Ph.D./ 
Examiner, Art Unit 1656 



